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DETAILED ACTION 

Receipt of Amendments and Remarks and Information Disclosure Statement filed 1 1/16/05 is 
acknowledged. Claims 1-3 and 6 are pending in this application. Claims 4-5 stand cancelled. 

Information Disclosure Statement 
The information disclosure statement (IDS) submitted on 1 1/16/05 has been considered 
by the examiner with regard to US 20040146482; however EP 1262166 fails to comply with 37 
CFR 1.98(a)(3) because it does not include a concise explanation of the relevance, as it is 
presently understood by the individual designated in 37 CFR 1.56(c) most knowledgeable about 
the content of the information, of each patent listed that is not in the English language. It has 
been placed in the application file, but the information referred to therein has not been 
considered. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jokura et 
al (5,641,495). 

Jokura teaches a skin cosmetic containing having an excellent moisturizing effect 
comprising: (A) a ceramide or a pseudoceramide; (B) a dicarboxylic acid; and (C) a salt of a 
dicarboxylic acid. See abstract. 

Jokura teaches examples of the dicarboxylic acid (B) include malonic acid, succinic acid, 
fumaric acid, maleic acid, glutaric acid, adipic acid, phthalic acid, and terephthalic acid . The 
dicarboxylic acid salt (C) include alkali metal (for example, sodium, potassium) salts; alkali 
earth metal (for example, calcium, magnesium) salts; alkanolamine (for example, 
triethanolamine) salts; basic amino acid (for example, lysine, arginine) salts and ammonium 
salts. These dicarboxylic acid salt may be added in the form of a salt at the step of the 
preparation of the skin cosmetic of the present invention. Alternatively, an acid may be added 
followed by the addition of an alkali (sodium hydroxide, etc.) to thereby form the aimed salt via 
neutralization in the system. To achieve a sufficient moisturizing effect while avoiding excessive 
irritation, it is preferable that the total content of these components (B) and (C), in terms of the 
acid, in the skin cosmetic of the present invention falls within a range of from 0.01 to 20% by 
weight, still preferably from 0.05 to 15% by weight and still preferably 0.01 to 10% by weight. 
To achieve a sufficient moisturizing effect while avoiding irritation due to the acid, it is 
preferable that the molar ratio of the components (B) to (C) falls wdthin a range of from 1/9 to 
9/1, still preferably from 2/8 to 8/2. See column 3, lines 30-60. Furthermore, Jokura teaches 
regulating the pH value of the skin cosmetic, which contains the components (B) and (C), to pH 
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3 to 10, still preferably to pH 3 to 9, to avoid the irritation observed at a pH value less than 3 or 
exceeding 10. see column 3, lines 60-65. 

When oily substances are used as the carrier, the content of the oily substance in is a 
range from 0.01 to 50% by weight. See column 4, lines 14-16. When water, ethanol and/or 
water-soluble polyhydric alcohols are employed as the carrier, the content is preferably from 
0.01 to 95% by weight. See column 4, lines 30-35. 

Specifically, example 3 teaches a sunscreen lotion comprising an organic acid, 0.5% of 
an organic acid salt (specifically sodium fumarate), and 2% 4,4-t-butyl-methoxybenzoylmethane 
(component ii v^th the instant UV range), among other components. 

Jokura et al do not exemplify the instant malonic acid salt among the various dicarboxylic 
acid salts disclosed or the instant amine salts. Further, Jokura does not specify the acid to salt 
molar ratio. 

However, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to look to the guidance provided by Jokura et al and utilize the instant 
malonic acid salt in the sunscreen lotion of example 3 of Jokura. One would have been motivated 
to utilize the instant malonic acid salt versus the exemplified sodium fumarate (fiimaric acid salt) 
of example 3 with a reasonable expectation of success since Jokura teaches malonic acid, 
succinic acid, fumaric acid, maleic acid, glutaric acid, adipic acid, phthalic acid, and terephthalic 
acid are all suitable dicarboxylic acid for the composition. Therefore, the selection of the instant 
acid salt is considered prima facie obvious since the prior art teaches that the criticality of 
selecting the acid is that it is a dicarboxylic acid and not the selection of the specific dicarboxylic 
acid itself 
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Regarding claims 2-3, although Jokura does not specify the molar ratio of acid: sah, it 
would have been obvious to a skilled artisan to manipulate this ratio. One would have been 
motivated to manipulate the ratio of the salt to acid since partial or full neutralization of the acid 
by the salt (sah acts as the neutralizing agent), adjusts the pH of the composition. Thus, one 
would have been motivated to utilize the desired acid: salt ratio depending on the desired pH of 
the composition. For instance, Jokura teaches the importance of avoiding skin irritation due to 
the acid; thus the pH must be above 3 and below 10 (see column 3, lines 30-65). Therefore, a 
skilled artisan would have been motivated to use a sufficient amount of sah to either partially or 
fully neutralize the acid in the composition to render a pH that does not irritant the skin wherein 
using equimolar amounts of the salt and acid (full neutralization) would increase the pH whereas 
partial neutralization of the acid would decrease the pH since the compound is in an acidic form. 
Additionally, it should be noted that generally differences in concentrations do not support the 
patentability of subject matter that is encompassed by the prior art unless there is evidence 
indicating such as concentration is critical. See In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 
235 (CCPA 1955). 

Response to Arguments 
Applicant's arguments filed 1 1/16/05 have been fully considered but they are not 
persuasive. 

Applicant argues hat Jokura does not "appreciate the special effectiveness of malonic 
acid salts" especially the selection of amine salts to control discoloration. Applicant argues that 
Jokura does not exemplify malonate salts and Jokura exemplifies fiimaric acid. Applicant argues 
that Jokura does not teach the instant amines claimed. Further, applicant argues that applicant's 
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have demonstrated that the claimed amine salts have discoloration preventing properties over 
glycolic acid salts. 

Firstly, the examiner points out that a reference need not exemplify an embodiment to 
anticipate an invention or render it obvious. Further, the fact that the examples do not utilize the 
embodiments is not a teaching away. "Disclosed examples and preferred embodiments do not 
constitute a teaching away form the broader disclosure or nonpreferred embodiment". In re Susi, 
440 F.2d 442, 169 USPQ 423 (CCPA 1971). 

The examiner points out that malonic acid does not appear in a laundry list of acids to 
utilize and the acids taught by Jokura are sufficiently limited, i.e. about 8 species of suitable salts 
are taught. Further, Jokura teaches either utilizing alkali metals or amines "to form the aimed salt 
via neutralization in the system". Thus, again it is the examiner's position that although Jokura 
does not exemplify the amine saU, this does not constitute a teaching away from the amine salt 
form. Further, Jokura does teach an ammonium salt of the acid and applicant claims '^ammonia, 
dimethylethanolamine, tris(hydroxymethyl)amino methane". The argument that ammonium is 
viewed as a generic term and includes diethylammonium and monethylammonium cations is 
unclear since Jokura only teaches "ammonium salts" which is implicit of the ammonium cation. 
Jokura does not disclose "ammonium salts such as diethylammonium and monethylammonium 
cations". 

With regard to applicant's unexpected results disclosed in the instant specification, the 
examiner points out that the argued unexpected results do not address the instant prima facie 
obvious rejection. Applicant argues that the instant amine salts over other salt forms of the acid 
prevent discoloration; however applicant the examples applicant's relies on do not demonstrate 
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this. Applicant needs to show the unexpectedness of the instantly claimed salts versus other salts. 
Further, applicant argues that Jokura's exemplified fumaric acid is different than the instantly 
claimed malonic acid and thus one would not be motivated to specifically select malonic acid; 
however applicant's examples compare glycolic acid and malonic acid. This is not a proper 
comparison since glycolic acid is not part of the Markush group of suitable salts taught by 
Jokura. 

Therefore, it is the examiner's position that Jokura renders the instant invention prima 
facie obvious. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jokura et a! 
(5,641,495) in view of JP 61215318 to Sadasliige (entire document). 

As set forth above, Jokura teaches a skin cosmetic containing having an excellent 
moisturizing effect comprising: (A) a ceramide or a pseudoceramide; (B) a dicarboxylic acid; 
and (C) a salt of a dicarboxylic acid. See abstract. Jokura teaches examples of the dicarboxylic 
acid (B) include malonic acid, succinic acid, fiimaric acid, maleic acid, glutaric acid, adipic acid, 
phthalic acid, and terephthalic acid . The dicarboxylic acid sah (C) include alkali metal (for 
example, sodium, potassium) salts; alkali earth metal (for example, calcium, magnesium) salts; 
alkanolamine (for example, triethanolamine) salts; basic amino acid (for example, lysine, 
arginine) salts and ammonium salts. Specifically, example 3 teaches a sunscreen lotion 
comprising an organic acid, 0.5% of an organic acid salt, and 2% 4,4-t-butyl- 
methoxybenzoylmethane, among other components. 

However, Jokura does not teach the instant simscreen agent. 
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Sadashige teaches a skin composition reducing discoloration and lowering UV- 
absorptivity. The composition contains (i) an organic acid or its sah wherein the acid may be 
selected from glyconic acid, ascorbic acid, succinic acid, citric acid, lactic acid, tartaric acid, 
butyric acid, oxalic acid, instant malonic acid, valeric acid, formic acid, acetic acid, or propionic 
acid; (ii) 4-(l,l-dimethylethyl)-4-methoxydibenzoylmethane (an organic sunscreen agent having 
a chromophoric group active within the ultraviolet radiation range of 280 to 400 nm and 
hereinafter referred to as Parsol 1789), and (iii) an emulsion base (carrier). It should be noted that 
4-(l,l-dimethylethyl)-4-methoxydibenzoylmethane is also known as 4,4-t-butyl- 
methoxydibenzoylmethane as recited in dependent claim 6. The reference teaches the addition of 
the organic acid salt in combination with the instant sunscreen reduce discoloration of the 
composition. Generally the composition comprises 5% of Parsol 1789, 0-0.5% of the organic 
acid and/or salts, and a carrier in the instant amount. Preferably the organic acid and or salt is 
used in a range of 0.1-0.5%. See test example 1. The examples teach composition that comprise 
1) the organic acid by itself, 2) the organic acid salt by itself, and 3) the combination of the 
organic acid and organic acid salt. Further, the examples utilize a sodium sah of the organic acid. 
For instance, examples 3 and 4 teach sodium citrate and example 1 teaches sodium lactate. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to look to combine the teaching of Jokura et al and Sadsahige and utilize the instant 
sunscreen agent. One would have been motivated to do so since Sadsahige teaches 
methoxydibenzoylmethane is an effective sunscreen agent. Thus, a skilled artisan would have 
been motivated to substitute Jokura's methoxydibenzoylmethane 's derivative with the instantly 
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claimed methoxydibenzoyimethane since Sadsahige teaches the instantly claimed sunscreen s an 
effective UV absorber. 

Double Patenting 

Claims 1-3 and 6 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-7 of copending 
Application No. 10/347982; 10/601731; 10/601819; 10/374300; 10/767679 is withdrawn in view 
of the filing of the Terminal Disclaimer on 10/1 1/05. 

The rejection of claims 1, 4, and 6 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-3 and 6 of U.S. Patent 
No. 5,961,961 in view of JP 61215318 to Sadashige is withdrawn in view of the amendments 
filed 11/16/05. 

The rejection of claims 1, 4, and 6 under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-2, and 7 of U.S. Patent No. 6,495,123 
in view of JP 61215318 to Sadashige (entire document) is withdrawn in view of the amendments 
filed 11/16/05. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1, 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. GoUamudi whose telephone number is 571-272- 
0614. The examiner can normally be reached on M-F (8:00-5:30), alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Gary Kunz can be reached on 571-272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Sharmila S. GoUamudi 

Examiner 
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